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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1. Claims 1,3 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hakansson (US Patent No. 5,735,790). 
Regarding claim 1, 

Hakansson teaches an implant device for bone anchored hearing aids 
comprising a screw-shaped anchoring element fixture 2 for anchorage in the bone 
tissue; an abutment sleeve 7 for skin penetration and connected to the fixture 2 by 
means of a screw connection 6 thereby forming a pre-mounted unit, and a tool 
(inherently required) for installing the implant into the bone which is arranged to 
cooperate with a tool engaging portion of the abutment sleeve 10a,10,11. 

Regarding claim 3, 

Hakansson teaches that the abutment sleeve is provided with a tool engaging 
portion 10a,10,11, shown in Figure 1 as being provided with an annular seat (recess) 
9 , as well as a bead 11 which cooperates with the wall 7 of the coupling part to 
provide an additional recessed portion 13 for engaging with an tool member. 
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Regarding claim 6, 

Hakansson teaches a tool for engaging with a screw-shaped anchoring element 
fixture 2, wherein the tool comprises ring 17a, made to be resilient (see column 3, 
lines 41-44) for cooperation with the edge of the abutment sleeve. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 2,4,5,7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Hakansson (US Patent No. 5,735,790). 

Regarding claim 2, 

Hakansson teaches the invention of claim 1 . Hakansson does not clearly teach 
that the fixture is self-tapping. However, the Examiner takes Official Notice that it is 
well known in the art and would have been obvious to employ self-tapping slits on the 
insertion end of an article for implantation, thereby obviating the need for additional 
hole cutting tools. (See Pertinent Reference(s) Cited Below.) 
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Regarding claims 4-5, 

Hakansson inherently teaches a tool, necessary for positioning the disclosed 
hearing aid device within the skull of a person. Hakansson does not clearly teach a 
tool as specifically constructed, including a first part for installing the implant via 
machine driver, and a second part for manual insertion of the implant device. 
However, the Examiner takes Official Notice that special driver tools for manual 
insertion of an implant device are well known in the art and would have been obvious 
for the purpose of screwing a portion of the implant device into the bony tissue of 
patients. (See Pertinent Reference(s) Cited Below.) 

Regarding claims 7 and 8, 

Hakansson teaches the invention of claim 6. Hakansson does not clearly teach 
that the implant device is delivered in sterile packaging as claimed. However, the 
Examiner takes Official Notice that it is well known in the art and would be obvious to 
use any reasonable commercially available sterile packaging for surgical articles, 
thereby avoiding contamination of the surgical article and maintaining the highest 
degree of cleanliness. (See Pertinent Reference(s) Cited Below.) 

Conclusion 

3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Carlsson US 6,053,90 teaches self tapping holder. 
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West US 5,987,344 teaches a manual driver. 

Kuzma US 6,628,991 teaches a manual driver. 

Behl US 6,802,839 teaches sterile packaging. 

Branemark US 4,712,681 teaches sterile titanium packaging. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dionne H. Pendleton whose telephone number is 571- 
272-7497. The examiner can normally be reached on 9-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sinh Tran can be reached on 571-272-7564. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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